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RXCROSSROADS SPECIALTY SOLUTIONS
REIMBURSEMENT & COVERAGE POLICY UPDATES

RxCrossroads Specialty Solutions provides legislative updates related to reimbursement and  coverage 
news that closely impacts the pharmaceutical and biotech marketplaces. We monitor the payer landscape 
to proactively inform programs and services designed for clients.

TOP NEWS
Republicans and Democrats Outline Health Care Priorities
In recent weeks, Republican and Democratic party positions on health care have been in 
the spotlight, as the 2016 fall elections draw closer. This positioning previews federal reform 
priorities in 2017. Examples are as follows:
• The Democratic Party Platform calls for: capping patient cost-sharing for prescription 

drugs; allowing drug re-importation from select countries; and allowing Medicare to negotiate drug prices, among other positions. 
• Presidential candidate Hillary Clinton’s health care agenda related to prescription drug costs generally includes the Democrat-

ic platform positions, as well as: reducing the Food and Drug Administration (FDA) generic backlog; reducing the biologic drug 
exclusivity period from 12 to seven years; providing expedited FDA review for certain biosimilar applications; revising prescription 
drug direct-to-consumer advertising policies; and requiring drug rebates for the Medicare low-income subsidy program.

• The Republican Party Platform calls for: repealing the Affordable Care Act (ACA); returning insurance regulation to the states; mak-
ing Medicaid a block grant program; reforming the FDA; and passing medical malpractice insurance reform. There is no specific 
mention of drug costs.

• Presidential candidate Donald Trump’s agenda includes: full repeal of ACA; health insurance regulatory reforms; and “allowing 
consumers access to imported, safe and dependable drugs from overseas.” Donald Trump has also called for allowing Medicare 
to negotiate drug prices.

• A health care White Paper released by Republican House Speaker Paul Ryan calls for reforms that fall under five principles: re-
pealing Obamacare; providing more choice, lower costs, and greater flexibility in health care; protecting the most vulnerable (those 
with complex health needs, pre-existing conditions); spurring innovation; and protecting Medicare.

Next year’s agenda ultimately will be heavily shaped by who wins the Presidential election, and their new Administration, and whether 
Republicans maintain control of both the House and Senate. Yet despite some major proposals mentioned above, changes to current 
health care law may be more incremental than the positioning suggests.
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LEGISLATIVE NEWS
Legislation Introduced to Reduce Biologic Exclusivity to Seven Years 
Senators Sherrod Brown (D-OH) and John McCain (R-AZ) and Rep. Jan Schakowsky (D-IL) recently introduced legislation to reduce 
exclusivity for brand-name biologic products from 12 to seven years. The Biotechnology Innovation Organization (BIO) opposes the 
measure, while groups such as AARP, AFL-CIO, and Families USA support the legislation. The sponsors of the bill say that reducing 
exclusivity from 12 to seven years would yield government savings of $6.9 billion over 10 years. No action is expected this year on the 
bill.

REGULATORY NEWS
Proposed Medicare Part B Payment Demonstration Remains Under Scrutiny
The Medicare Part B Drug Payment Model, a demonstration project proposed by the Centers for Medicare and Medicaid Services 
(CMS) earlier this year, continues to receive attention among policymakers and stakeholders, while CMS reviews extensive comments 
submitted and contemplates finalizing this proposal. Under the first phase of the proposed demo, the Part B outpatient reimbursement 
formula would be changed from average sales price (ASP) + 6% to ASP + 2.5%, with a flat fee of $16.80 per drug per day, for select 
providers. A second phase would test this formula plus value-based tools, such as indications-based pricing, patient cost-sharing 
discounts, clinical decision support, and risk-sharing agreements based on outcomes. 
Developments in recent weeks include the following:
• Congressional Letters: Multiple letters from leading Members of Congress were sent in recent weeks to CMS as part of weigh-

in. For example, a letter to CMS, signed by 242 Members of Congress, urged the agency to withdraw the demonstration, citing 
concerns about its impact on seniors’ access to cancer care, and on reimbursement, among other reasons. Senate Finance 
Committee Republicans also wrote CMS, urging its withdrawal. Senate Finance Committee Democrats also urged the agency to 
resolve several issues, before finalizing, to avoid disruptions of care for the seriously-ill.

• Hearing: At a Senate Finance Committee hearing, Members of Congress expressed concern about the broad scope of the 
demo, the impact on rural providers and beneficiaries, among other concerns. Dr. Patrick Conway from CMS, who testified, indi-
cated that the agency plans to make adjustments to the demo, though no specifics were provided.

• Possible Lawsuit: The Community Oncology Alliance (COA) has continued to stress that this group may file a lawsuit if CMS 
moves forward with the demo. COA says a preview of its potential legal case is reflected in the group’s comment letter to CMS.

• Proposed Modifications: A group letter to CMS from AARP, Medicare Rights Center, AFL-CIO, among others organizations ex-
pressed support for the demo, but suggests modifications, such as creating an ombudsman program to monitor beneficiary and 
provider experiences, establishing a multi-stakeholder advisory panel, and limiting its size and scope. 

• AMA Weigh-In: The American Medical Association (AMA) passed a resolution opposing the Part B demo and requesting that 
CMS withdraw it, or if CMS does not do so, that the AMA work with legislators to block its implementation. 

Oncology Care Demonstration Launches with Higher Provider Enrollment Than Expected
CMS recently announced that nearly 200 physician practices and 17 payer organizations from 31 states have been selected to participate 
in the new CMS cancer care and payment demonstration project known as the Oncology Care Model (OCM). This participation reflects 
about twice the expected number of participants. The model intends to improve health outcomes and produce higher quality care at 
the same or lower cost to Medicare.
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Under this five-year demonstration, which began on July 1, 
participants will receive a $160 per beneficiary monthly payment 
for enhanced cancer care services. Participants are also eligible 
for performance-based incentive payments that will be determined 
based on quality measures and savings achieved below a target 
price. 

An analysis by Avalere Health examines the geographic distribution 
of OCM participants (see map).

CMS Hospital Outpatient Payment Rule for 2017 Implements 
Site Neutral Payment Policy
On July 6, CMS releases the proposed payment rule for CY 2017 for 
the Hospital Outpatient Prospective Payment System (OPPS) and the Ambulatory Surgical Center (ASC) Payment System. Under the 
proposed rule, OPPS and ASC payments would increase by 1.6% and 1.2% respectively. Of significance, the proposal rule implements 
the 2015 law on site neutral payments to address payment differentials between hospital outpatient departments located away from 
the main hospital, and physician offices and ASC offices. CMS is accepting comments on the proposed rule until September 6, 2016.

Physicians Prepare for Final MACRA Rule
CMS is currently reviewing comments submitted on the agency’s proposed rule implementing the Medicare Access & SCHIP 
Reauthorization Act of 2015 (MACRA), which will reshape the way Medicare reimburses physicians. Under MACRA, starting in 2019, 
physicians will be reimbursed either on a fee-for-service basis with incentives under the Merit-Based Incentive Payment Systems (MIPS), 
or through participation in alternative payment models (APMs). Under the proposed rule, physicians must report data beginning on 
January 1, 2017, meaning physicians’ performance on key measures in 2017 will impact 2019 payment adjustments. A final rule 
implementing MACRA is currently due out this fall.

At a recent Senate Finance Committee hearing on the MACRA rule, CMS Administrator Andy Slavitt was asked whether a delay is 
warranted, to allow physicians more time to prepare for reporting on the performance metrics. Slavitt indicated that CMS is currently 
closely reviewing preparedness issues.

CMS Release Guidance on Value-Based Purchasing Agreements
CMS recently released a Medicaid Drug Rebate Program Notice of interest to drug manufacturers, plans, and state Medicaid agencies, 
with regard to the relationship between value-based drug purchasing (VBP) contracts and Medicaid “best price” policy. Related guidance, 
and also suggestions for getting further clarification from CMS as needed, are explained in this new CMS document.

Accelerated Review Process Launched for Cancer Immunotherapy Patent Applications
Vice President Joe Biden and the U.S. Patent and Trademark Office (USPTO) recently announced a Cancer Immunotherapy Pilot 
Program, which creates a fast-track review for cancer treatment-related patents. USPTO indicates that this initiative aims to cut in 
half the time it takes to review patent applications in cancer therapy, with final decisions within 12 months or less. To qualify for the 
special status, drug manufacturers must be conducting clinical trials involving the new treatments. USPTO says that approximately 900 
cancer immunotherapy applications are received annually by the USPTO. A Federal Register notice outlines the conditions, eligibility 
requirements, and guidelines for this pilot program.

Source: Avalere Health, June 2016.
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Disclaimer: The information contained herein is for informational purposes only, and is not legal advice or a substitute for legal counsel, nor does it constitute advertising or a 
solicitation. RxCrossroads expressly disclaims all liability in respect to actions taken or not taken based on any or all the contents of this newsletter.

AFFORDABLE CARE ACT NEWS
ACA Active Enrollment at 11.1 Million, as Silver Plans Remain Most Popular 
Recent figures released by CMS on enrollment in ACA exchange plans show that 11.1 million consumers have active coverage (as 
of March 31, 2016). About 8.4 million have coverage through the federal exchange marketplace, while the remaining 2.7 million have 
coverage through the state-based marketplaces.

There are four “metal levels” of ACA coverage, plus catastrophic plans, and enrollee cost-sharing varies by these categories. The recent 
CMS data shows that Silver plans remain by far the most popular, with over 7.7 million enrollees, followed by Bronze plans, with over 2.4 
million. Silver metal plans pay about 70% of the total average cost of care, and the enrollee pays about 30% on average. With Bronze 
plans, the health plan pays about 60% and consumer pays about 40%, on average. Platinum, Gold, and Catastrophic plan enrollment 
figures are all well under one million each, according to the CMS data.
 

IN OTHER NEWS
Study Shows Health Plan Interest in Outcome-Based Drug Reimbursement
A recent Avalere study shows that a significant share of health plans surveyed are interested in forming outcome-based contracts 
with biopharmaceutical manufacturers that tied reimbursement to patient outcomes. Specifically, the study shows that 53% of plans 
expressed high or very high interest in such contracts for oncology therapies; 63% for hepatitis C; 41% for rheumatoid arthritis; and 35% 
for multiple sclerosis. According to Avalere, one challenge to such contracts is reaching agreement on data sources and measurement 
on outcomes that would be the basis for evaluation. Avalere also notes that these types of arrangements could have benefits to 
manufacturers, plans, and providers, as they may increase the predictability of coverage and reimbursement processes.

RxCrossroads Specialty Solutions is committed to connecting patients to their therapies. We provide a comprehensive suite of 
services that streamline access and offer individualized support to patients and providers and clearly differentiate your product in the 
market place. Our five service platforms – Brand Support, Custom Pharmacy Solutions, Field Force, Third Party Logistics, and Strategic 
Partnerships – can be engaged to provide a complete end-to-end solution or be incorporated as individual components. For more 
information, contact us at 877-901-3711. You may also view current and past Legislative Newsletters on our website at rxcrossroads.com.


